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This is a communication from the examiner in charge of your application. 
COMMISSIONER OF PATENTS AND TRADEMARKS 

OFFICE ACTION SUMMARY 

^ Responsive to communication(s) filed on 6" ^ 

[S\ This action is RNAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed In 
accordance with the practice under £x parte Quayfe, 1935 D.C. 11; 453 O.G. 21 3. 

A shortened statutory period for response to this action is set to expire ^ • month(s), or thirty days, 

whichever is longer, from the mailing date of this communication. Failure to respond within the period for response will cause . 
the application to become abandoned, (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 37 CFR 
1, 136(a). 

Disposition of Claims 

/S Claim(s) l^' l<i ■ . ' 

is/are pending in the application. 

Of the above, claim{s) ^ is/are withdrawn from consideration. 

□ Claim(s) ^ ^is/are allowed. 

B Claim(s) - 3<r is/are rejected. 

□ Claim(s)j ] t is/are objected to, 

O Claim(s) ^ \_ are subject to restriction or election requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-94e. 

□ The drawing(s) filed on [ is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The specification is objected to by the Examiner, 

□ The oath or declaration Is objected to by the Examiner. 

Priority under 33 U.S.C. § 119 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. §119(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) , 



□ received in this national stage application from the international Bureau (POT Rule 1 7.2(a)). 
•Certified copies not received: . 



□ Acknowledgment Is made of a claim for domestic priority under 35 U.S.C. § 119(e), 
Attachment(s) 

Ri Notice of Reference Cited, PTO-892 

□ Infonnatlon Disclosure Statement(s), PTO-1449, Paper No(s). 

□ inten^iew Summary, PTO-41 3 

□ Notice of Draftperson's Patent Drawing Review. PTO-948 

□ Notice of Informal Patent Application, PTO-1 52 

-SEE OFFICE ACTION ON THE FOLLOWING PAGES- 
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DETAILED ACTION 
The amendment filed on 6-2-00 is acknowledged. 

Claim Rejections - 35 § 112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conchide with one or more claims particularly pointing out and 
distinctly claiming the subject matterivhich the applicant regards as his invention. 

2, Claims 1-15 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
\^ failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. 

It is unclear what applicants intend to convey by ^monoglyceride preparations" in 
instant claims. Is it the monoglyceride itself or monoglyceride in combination with 
something else? 

Proper Markush format ^selected from the group consisting oP should be followed 
in claim 6. The term either *and' OR *or' should only be used before the last Markush 
component, 'and the like' is indefinite. 

Does V between PBS and saline represent the term 'or'? 



Claim Rejections - 35 U.S.C §102 
3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in tfie United 



4. Claims 16-38 are rejected under 35 U.S.C. 102(b) as being anticipated by 
WO 93/06921 of record. 

WO discloses formulations containing monoglycerides and fatty acids in claimed 
amounts. The composition is for the delivery of vaccines (note pages 8-11, 17-21, 45-47 and 
claims)* 

Applicant's arguments have been fully considered, but are not found to be 
persuasive. Applicant argues that WO discloses colloidal particles based on monoglycerides 
and fragmenting agents and synthetic detergents. This argument is not found to be 
persuasive since instant claim language does not exclude the presence of these additional 
components present in the prior art. Instant require the presence of a ^preparation which 
contains at least 80 % monoglyceride and a fatty acid and an antigen; the reference teaches 
these components. 

5. Claims 16-29 are rejected under 35 U.S.C. 102(b) as being anticipated by Roberts 
(4,446,165). 

Roberts discloses a composition containing monoolein and a fatty acid (note 
Example XII on col. 14). The examiner notes that Roberts teaches stearic acid which is a 



States. 
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saturated fatty acid. However, instant claims recite *may contain' which means that 
unsaturation is not a requirement. The reference reads on instant claims. 
6. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 
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7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GS. Kishore whose telephone number is (703) 308-2440. 

The examiner can normally be reached on Monday-Thursday from 6:30 A.M. to 
4:00 P.M. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner*s 
supervisor, T.K. Page, can be reached on (703)308-2927. The fax phone number for this 
Group is (703)305-3592. 

Communications via Internet e-mail regarding this application, other than those 
under 35 U.S.C. 132 or which otherwise require a signature, may be used by the applicant 
and should be addressed to [thurman.page@uspto.gov]. 

All Internet e-mail communications will be made of record in the application file. 
PTO employees do not engage in Internet communications where there exists a possibility 
that sensitive information could be identified or exchanged unless the record includes a 
properly signed express waiver of the confidentiality requirements of 35 U.S.C. 122. This is 
more clearly set forth in the Interim Internet Usage Policy published in the OfRcial Gazette 
of the Patent and Trademark on February 25, 1997 at 1195 OG 89. 
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Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703)308-1235. 



Gollamudi S. Kishore, Ph. D 
Primary Examiner 
Group 1600 



gsk 

August 11,2000 



